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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 


A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- if NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent tenn adjustment. See 37 CFR 1 .704(b). 

Status 

1 )IE1 Responsive to communication(s) filed on 26 September 2003 . 
2a)^ Tiiis action is FINAL. 2b)n Tiiis action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1.2. 1 7.20.22-25 and 34-38 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) |EI Claim(s) 1,2,17,20,22-25 and 34-38 is/are rejected. 

Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawlng(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) Is objected to. See 37 CFR 1.121(d). 

1 1) 0 The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
Priority under 35 U.S.C. §§119 and 120 

12) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the international Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

13) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet. 
37 CFR 1.78. 

a) □ The translation of the foreign language provisional application has been received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1 .78. 

Attachment(s) 

1 ) D Notice of References Cited {PTO-892) 4) D Interview Summary (PTO-413) Paper No(s). . 

2) EH Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) [H Notice of Infomial Patent Application (PTO-152) 

3) Q Information Disclosure Statement(s) (PTO-1449) Paper No{s) . 6) Q Other: 
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DETAILED ACTION 

Applicant's response filed on 09/29/03 has been acknowledged. 
Claims 3-16, 18-19, 21, 26-33, 39-41 are canceled. 
Claims 1, 20, 25 and 34 are amended. 

Claims 1-2, 17, 20, 22-25 and 34-38 are pending and are examined in this office action. 

Applicants are required to follow Amendment Practice under revised 37 CFR 
§t121 fhttD://www.usDto,aov/web/offices/Dac/daDD/oDla/Dreoanotice/revamdtorac.htm) . 
The fax phone numbers for the organization where this application or proceeding is 
assigned is 703''872'9306. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. Rejections and/or objections not reiterated from 
previous office actions are hereby withdrawn. The references cited herein are of record 
in a prior Office action. 

Claim Rejections - 35 USC § 112 

Claims 1-2, 17, 20, 22-25 and 34-38 stand rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention for the same reasons of 
record as set forth in the office action mailed on 08/26/03. 

Response to arguments 

Applicant argues that claim 1 has been amended to insist that the limitation of 
rep function be a limitation of the claim as opposed to the preamble. Additionally, part 
(b) of claim 1 has been amended to clarify the hybridization conditions. Applicants 
submit that the specification provides adequate description for all nucleic acid 
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sequences encoding the polypeptide of SEQ ID NO:2 which additionally have display 
rep function. 

However, this is found NOT persuasive because claim 1 as amended fails to 
meet written description requirement. The invention as claimed reads upon a nucleotide 
sequence obtained form any organism that is essential for its replication. Since every 
protein in a microorganism is considered essential for its replication, mere recitation of 
claim limitation "replication protein" has failed to distinguish the claimed nucleotide 
sequences from any other protein, which is considered essential for its replication. 
Applicant is referred to the guidelines for Written Description Requirement published 
January 5, 2001 in the Federal Register, V0L66, No.4, pp.1099-1110 (see 
http://www.uspto.qov ). The disclosure of a single species is rarely, if ever, sufficient to 
describe a broad genus, particularly when the specification fails to describe the features 
of that genus, even in passing, (see In re Shokal 113USPQ283(CCPA1957); Purdue 
Pharma L. P. vs Paulding Inc. 56 USPQ2nd 1481 (CAFC 2000). In addition possession 
may be shown by actual reduction to practice, clear depiction of the invention in a 
detailed drawing, or by describing the invention with sufficient relevant identifying 
characteristics (as it relates to the claimed invention as a whole) such that a person 
skilled in the art would recognize that the inventor had possession of the claimed 
invention. See, e.g., Pfaffv. WellsElectronics, Inc., 525 U.S. 55, 68, 119 S.Cf. 304, 312, 
48 USPQ2d 1641, 1647 (1998); Eli Lilly, 119 F.Sd at 1568, 43 USPQ2d at 1406; 
Amgen, Inc. v. Chugai Pharmaceutical, 927 F.2d 1200, 1206, 18 USPQ2d 1016, 1021 
(Fed. Cir. 1991). In claims to genetic material, generic statement such as "vertebrate 
insulin cDNA" or mammalian insulin cDNA," without more, is not adequate written 
description of claimed genus, since it does not distinguish genus from others except bv 
function, and does not specifically define anv of genes that fall within its definition , or 
describe structural features commonly possessed by members of genus that distinguish 
them from others; accordingly, naming type of material generally known to exist, in 
absence of knowledge as to what that material consists of, is not description of that 
material {Eli Lilly, 119 F.Sd at 1568, 43 USPQ2d at 1406). In the instant case SEQ ID 
N0:2 or its variants has been defined only by a statement of function "replication 
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protein" whicfi conveyed no distinguishing information about the identity of Vne claimed 
DNA sequence, sucti as its relevant structural or physical characteristics. According to 
these facts, one skill in the art would conclude that applicant was not in the possession 
of the claimed genu s because a description of only one member of this genus is not 
representative of the variants of genus and is insufficient to support the claim. 


No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sumesh Kaushal Ph.D. whose telephone number is 
571-272-0769. The examiner can nonnally be reached on Mon-Fri. from 9AM-5PM. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Irem Yucel Ph.D. can be reached on 703-305-1998. The fax phone 
numbers for the organization where this application or proceeding is assigned is 703- 
872-9306. Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 
0196. 


Conclusion 



Patent examiner 


JEFFREY FREDMAN 
PRIMARY EXAMINER 


